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II 510:k) Ssummary of Safety and Effectiveness
_in Accordance W th SMDA'S0
B. Braun Madical, | nc August 29, 1995
824 Twelf:n Avenue
Bethlehem, PA 18018
( 610) 6!p1- :400
CONTACP: Mark S. Alsberge, Regulatory Affairs Manager
PRODUCT NAME: Low Profile safsite® Y-Site
TRADE 18RMF : Filtered Extension Sets
CLASS IF 1C/.TION NAME

General Hospital
Clas: Il, 80 FPA, Intravascular Adm nistration Set
2L c== 880. 5860

SUBSTAI NTI-L EQUI VALENCEI TGO

510 (k) number Name Appl i cant
K9429k8 Filtered Extensions B. Braun of Anerica
Sets
DEVI CE| DE: = Rl PTION :
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1 ac cordance Wi th section 510(k) for the Federal Food,

~ug, and Cosnetic Act, B. Braun Medical, Inc. intends to
1trcduce into interstate conmerce Low Profile SafSite® Y-
ite. The conponent is used to provide needle-free access
1 I.v. and Extension Sets.
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e ow Profile Safsite® Y-Site is conposed of naterials

1at have been tested in accordance with Tripartite CGui dance
br “lastics and determned to be suitable for the intended
se ~f this product.
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The t erm "substantially equivalent” as use herein is

»d o be a determ nation of substantial equival ence from an
squlatory point of view under the Federal Food, Drug, and
.crct and relates to the fact that the product can be

»d « ithout premarket approval or reclassification. These
s ray be considered distinct froma patent point of view
~r "substantially equivalent" IS not applicable to and does
1ini sh any patent clains related to this product or the

techno]

.2g, used to manufacture the product.



SUBSTANTI:L EQUI VALENCE :

The ~ow Profile SafSite® Y-Site is equivalent in materials,
f(prm, and intended use to Filtered Extension Sets currently
markeced by B. Braun of America. There are no new issues of
safety or effectiveness raised by the Low Profile SafSite®
YoS5ite,

SAFETY |ANI. EFFECTI VENESS:

Al. finished products are tested and nust neet all required
release specifications before distribution. The array of
testiang required for “release include, but are not |imted
to, ohysical testing, visual exam nation (in process and
filnis-ed product)

Thie p.ysical testing is defined by Quality Control Test
Priccedure docunents. These tests are established testing

r ocedures a?d g?raneters whi ch conformto the product
cs-.qn SPecifrcations.

Thl | testing instruction records for each of the individually
re |aired procedures are_aﬂproved, rel eased, distributed and
re |ised in accordance with docunment control GMP"s.




